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Bristot-Myers Squibb Company provided a physical sample of a molecule covered by at least one claim of the 
subject application {hereinafter "claimed molecule") to Emory University less than one year before the earliest 
priority date of the subject application for use in animal studies in the U.S. The tnfomnation Disclosure Statement 
dated November 4, 2002 states that: •L104EA29Y (Figure 7, of the subject application) wa s provided to 
JfiRftflfhprii at FfTtffry ynivyrvftyt Tii'^'j'^n^M laiL^iiii^ijiin^ r-r^unwou^ii^iify hy a^r^r^.w,.! rT..„>,ii.— i mm yu^i 
before the priority date of the subject application, i.e. May 26, 2000, for use in animal studies in the U.S.." That 
statement was made in enor, L104E/K29Y, which is a claimed molecule, was provided to Emory University, 
subject to use restrictions and confidentiality by agreement, less than one year before the earliest priority date of 
the subject application, for use in animal studies in the U.S. Attached hereto as Exhibit 195 is a redacted copy of 
a written agreement, including use restrictions and provisions for confidentiality, between Bristol-Myers Squibb 
Company and Emory University. 



es ea i cl i Ag i btf i nent between BriQt e>- Mye r s Gqui bb Company ond Emory Unive r si t y 



Bristol-Myers Squibb Company provided a physical sample of nucleic acid molecule encoding a claimed molecule 
to Genzyme Transgenics Corporation, subject to use restrictions and confidentiality by agreement, more than one 
year before the earliest priority date of the subject application. Bristol-Myers Squibb Company may have 
provided a nucleic acid sequence encoding a claimed molecule to Genzyme Transgenics Corporation, subject to 

use restrictions and confidentiality by agre ement more than yPf ^ f feffifnriT thf> f^nil i r i t rrir rity -h tr '"f tt r 

subiect application Th r f irnminri ilniiilil I'l ■ iiimr tnnt n niirfrir nriri sequence encoding a claimed molecule 
was provided to Genzyme Transgenics Corporation, subject to use restrictions and confidentiality by agreement, 
more than one year t>efore the earliest priority date of the subject application. Bristol-Myers Squibb Company 
engaged Genzyme Transgenics Corporation to make transgenic animals that produced a claimed molecule. 
Attached hereto as Exhibits 196-198 are redacted copies of three written agreements, including use restrictions 
and provisions for confidentiality, between Bristol-Myers Squibb Company and Genzyme Transgenics 
Corporation 



Exh i b i t 1 96 — Mater i a l Troncfor Agreement b e tween Bristo l- Myoro Squibb Cuuipdiiy a i lU Genzyme HaMsg eFHes- 
Corporation 



Exhibit 197 -Conftdential Disclosure Agreement between Bristot-Myers Squibb Company and Gg pzyme- 
Transgenics Corporation 



3D 



Exhibit 198 - Agreement for the Generation of Founder Goats between Bristot-Myers Squibb Company and- 



Genzyme Transgenics Corporation 



Bristol-Myers Squibb Company provided a physical sample of a claimed molecule to Applied Analytical 
Industries, Inc., subject to use restrictions and conftdentiaiity by agreement, before the eariiest priority date of the 
rtihjnm nppiinntinn Rrirtni ft^yarc ^jqiiihh Pftmpany prQY jded the Dhvslcal samplo While considerino dolng 



analytical method transfer to Applied Analytical Industries, Inc. Attached hereto as Exnibit 1 99 is a redacted — 
copy of a written agreement, including use restrictions and provisions for confidentiality, between Bristol-Myers 
Squibb Company and Applied Analytical Industries, Inc. 



JO 



^*hihit M\ H - Con fiden tial Disclosure Agreement between Bristol-Myers Squibb C o. and Applied Analytical 
Industries, Ino ' ' ' 



13a 



Bristol-Myers Squibb Company provided a physical sample of a claimed molecule to Tektagen. Inc., subject to 
use restrictions and confidentiality by a greement^more than a year before the eariiest priority date of the subject 
application. Bristoi-Myers squiD b 06Wpa r iy etigdyeU TcUtogon, Inc. o n a f e e for ooroioo boots to 4 est for residua l 
CHO cell DNA in the physical sample. Attached hereto as Exhibit 200 is a redacted copy of a written 
agreement. Including use restrictions and provisions for confidentiality, between Bristot-Myers Squibb Company 
and Tektagen, Inc. 
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^stol-Myers Squibb Company provided a physical sample of a claimed molecule to Northview Pacific 
Lahoratories Inc. more than a year before the earliest priority date of the subject application, Bristol-Myers 
Squibb Company engaged Northview Pactftc Laboratories Inc. on a fee for service basis to test for pyrogens in 
the physical sample. The undersigned attorney is not aware of an agreement including use restrictions ami 
provision^for confidentiality concerning this provision of a claimed molecule to Northview Pacific Laboratories 
Inc.. 



Bristof-Myers^uibb Company provided a physical sample of ceils containing nucleic acid encodiflg a claimed 
molecule to MA^oServtces. inc. more than a year before the eariiest priority date of the subjepi application. 
Bristol-Myers Squtk^b Company engaged MA BioServices. Inc.. later known as BioReliance Corp., on a fee for 
service basts to tesrfqr viral contaminants in the physical sample. The undersigned attorn^ is not aware of an 
agreement including uslEnrestrictions and provisions for confidentiality concerning this pr^wision of cells containing 
nucleic add encoding a a^ed molecule to MA BioSen/ices, Inc. 



Bristol-Myers Squibb Compihy provided a physical sample of eel) culture broth cont^ning a claimed molecule to 
Advanced Biotechnotogtes IncJr^ore than a year before the eariiest priority date onhe subject application. 
Bristol-Myers Squibb Company en^ged Advanced Biotechnologies Inc. on a fee for service basis to test for viral 
contaminants in the physical sampleSThe undersigned attorney is not aware m an agreement including use 
restrictions and provisions for confidenH^ty concerning this provision of cel|/culture broth containing a claimed 
molecule to Advanced Biotechnologies Inb 



Bristol-Myers Squibb Company provided a f^sical sample of a daimedrnoiecule to Quality Biotech Inc. more 
than a year before the earliest priority date of r^e subject application. i3rtstol-Myers Squibt) Company engaged 
Quality Biotech Inc.. later known as AppTec lnc\pn a fee for servic^asls to test for viral contaminants in the 
physical sample. The undersigned attorney is noraware of an agr^ment including use restrictions and 
provisions for confidentiality conceming this provisioq of a daim^o molecule to Quality Biotech Inc. 



Bristol-Myera Squibb Company provkled physical sarHples of acclaimed molecule to certain parties involved in 
human clinical trials in the United States before the earHesf pnority date of the subject appfication, some more 
than one year before the eariiest priority date of the subjeucr application. Bristol-Myers Squibb provided physical 
samples of a claimed molecule to certain parties invotve^nD human clinical trials outside the United States before 
the eariiest priority date of the subject application, some moke than one year before the eariiest priority date of the 
subject application. Attached hereto as Exhibits 20;r- 242 are redacted copies of written agreements, including 
use restrictions and provisions for confidentiality^ b^een BrisM-Myers Squibb Company and these parties in 
the United States to whom Bristol-Myers Squibbxfompany provio^d a physical sample of a claimed molecule at 
any time before the eariiest priority date of tha^ubject application, in the human clinical trials, the daimed 
molecule was administered intravenously toXuman patients. As exp^mned in the inforniation Disclosure 
Statement dated November 4. 2002, a claimed molecule was first administered intravenously to a human patient 
as eariy as November 30, 1998 in ScotUmid, U.K., and a claimed moiectHg was first administered intravenously to 
a human patient as eariy as April 24. V999 in the United States. 



ML 



Exhibit 201 - Confidential Disdosu^ Agreement between Bristol-Myers Sqh|bb Company and a party involved in 
a human clinical trial. 



Exhibit 202 - Clinical Trial Agr^ 
dlnical trial. 



nent between BristoKMyers Squibb Company\nd a party involved in a human 



Exhibit 203 - Confidential pfsdosure Agreement between Bristol-Myers Squibb Co 
a human dinical trial 



pany and a party involved in 



Exhibit 204 - Clinical 1^at Agreement between Bristol-Myers Squibb Company and a part^ involved in a human 
dinical trial. 



Exhibit 20S - Confidential Disdosure Agreement between Bristol-Myers Squibb Company and 
a human dinical trfal 



I party involved in 



Exhibit 206 -pfinica) Trial Agreement between Bristol-Myers Squibb Company and a party invotve<^in a human 
dinical trial. 



Exhibit 207^- Confidential Disclosure Agreement between Bristol-Myers Squibb Company and a party f^yolved in 
a humaixctinical trial 



ExhibK 208 -Clinical Trial Agreement between Bristol^yers Squibb Company and a party involved in a human 

dirijral trial. 

&th{bit 209 - Confidential Disdosure Agreement between Bristol-Myers Squibb Company and a party involved \}\ 
9 human dinical trial 
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(hibit 210 - Clinical Trial Agreement between Bristol-Myers Squibb Company and a party involved in a human 
cltmisal trial. 



£xhlb]ts211 - Conftdentiat Disclosure Agreement between Bnstoi-Myers Squibb Company and a party invotv^in 
a humari^inical trial 



Exhibit 2l2N^Clinical Trial Agreement between Bristol-Myers Squibb Company and a party involved in a^uman 
clinical trial. 



Exhibit 213 - CoTKjdential Disclosure Agreement between Bristol-Myers Squibb Company and a patjy involved in 
a human clinical trial 



Exhibit 214-Clinican 
clinical trial. 



Agreement between Bristol-Myers Squibb Company and a party involved in a human 
D&qtosure Agreement between Bristol-Myers Squibb Company ap6 a party involved in 



Exhibit 216 -Confidential 
a human clinical trial 



Exhibit 216 - Clinical Trial Agreerf^nt between Bristol-Myers Squibb Company and a | 
clinical trial. \_ 



t involved In a human 



Exhibit 217 - Confidential Disclosure Ag(eement between Bristol-Myers Squibb Cor]ffi)any and a party involved in 
a human clinical trial 



Exhibit 218 - CTlnicaTTri^^^^^ a party involved in a human 

clinical trial. 

Exhibit 219 - Confidential Disclosure Agreement between Bristol-Myers SqiHbb Company and a party involved in 
a human dinicaitriaj / 



Exhibit 220 - Clinical Trial Agreement between Bris^l-Myers Squibb Coilipany and a party involved in a human 
clinical trial. - \ / 



Exhibit 221 - Confidential Disclosure Agreement betwedo Bristol-^/ers Squibb Company and a party Involved in 
a human clinical trial \ / 



Exhibit 222 - Clinical Trial Agreement between Bristol-Myer^quibb Company and a party involved in a human 
clinical trial. , A 



Exhibit 223 - Confidential Disclosure Agreement between Bristd 
a human clinical trial / 



srs Squibb Company and a party involved in 



Exhibit 224 - Clinical Trial Agreement between BristoUMyers Squib&^bmpany and a party involved in a human 
clinical trial. ' / 



Exhibit 225 - Conftdentiat Disclosure Agreement between Bristot-MyersN^quibb Company and a party involved in 
a human clinical trial / 



Exhibit 226 - Clinical Trial Agreement between'Bristot-Myers Squibb Comp^iy and a party invoh/ed in a human 
clinical trial. / 



Exhibit 227 - Confidential Disclosure Agreement between Bristol-Myers Squibb^ompany and a party involved in 
a human clinical trial / 



Exhibit 228 - Clinical Trial Agreement between Bristol-Myers Squibb Company andsa party involved in a human 
dinical trial. / 



Exhibit 229 - Confidential Disclosuf6 Agreement between Bristol-Myers Squibb Comp^jy and a party involved in 
a human clinical trial / 



Exhibit 230 - Clinical Trial Agr^ment between Bristol-Myers Squibb Company and a part^invotved in a human 
clinical trial. 



Exhibit 231 - Conftdenttat^Disclosure Agreement between Bristol-Myers Squibb Company andv^ party involved in 
a human clinical trial 



ica^i 



Exhibit 232 - Clinica^rial Agreement between Bristol-Myers Squibb Company and a party involve^ in a human 
clinical trial. 



Exhibit 233 - Cpf^fidentiat Disclosure Agreement between Bnstoi-Myers Squibb Company and a party r^yolyed in 
a human clinip^trial 



Exhibit 23^- Clinicat Trial Agreement between Bristol-Myers Squibb Company and a party involved in a hilman 

clinical ti;!^. \ 

Exhiblt'iss - Confidential Disclosure Agreement between Bristol-Myers Squibb Company and a party Involvedsm 
a human clinical trial ^ 
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hibil 236 - Clinical Trial Agreement between Bristol-Myers Squibb Company and a party involved in a human 



climsal trial. 



an/ 



Exhibh^37 - Confidential Disclosure Agreement between Bnsto^^/tye^s Squibb Company and a party involyed in 
a humanVinical trial 



Exhibit 23fi\Clinical Trial Agreement between Bristol-Myers Squibb Company and a party involved in ^uman 
clinical trial. 



Exhibit 239 - Cdi^dential Disclosure Agreement between Bristol-Myers Squibb Company and a parfi^ involved in 
a human dinicai trii 



Exhibit 240 - Oinicah^rial Agreement between Bristol-Myers Squibb Company and a party involved in a human 
clinical trial. 



Exhibit 241 - Confidenti^^Disclosure Agreement between Bristok-Myers Squibb Company ^d a party involved in 

a human clinical trial 

Exhibit 242 - Clinical Trial A^^reement between Bristol-Myers Squibb Company and a o^rty involved in a human 
dinicat trial. A /_ 



Ml 



k& explained in the Information Msclosure Statement dated November 4, 2002, Brhafol-Myers Squibb Company 
provided,- pursuant to applicable regulations concerning confidentiality, the amino/acid sequence of a claimed 
molecule to the U.S. Food and Drug^dministration In a letter dated July 9,1998^ncluding a report. . Bristol-Myers 
Squibb Company also provided, pursuant to applicable regulations concerning confidentiality, an amino acid 
sequence of a claimed molecule to the Vs. Food and Drug Administration/m an Investigational New Drug 
Application more than one year before thVgariiest priority date of the subfect application. 



In 1999 more than one year before the eariibist priority date of the sut>j0bt application, Bristol-Myers Squibb 
Company provided the amino acid sequence of a claimed molecule^ regulatory agencies in Canada, the United 
Kingdom, Ireland, France. Belgium, and posslbfy^witzeriand, in ti^tton to human clinicaf trials to be conducted 
in those countries. The Examiner should assume^at the amino acid sequence of a claimed molecule was 
provided to a regulatory agency in Switzeriand mores^an oty/year before the eariiest priority date of the subject 
application. The regulatory agencies that received thesamkio acid sequence of a claimed molecule either have to 
keep the infomnation confidential pursuant to appllcabl^)^. or have an agency practice of treating the 
information as confidential. The Examiner is invited )^nv^tigate the taws pertaining to and practices of these 
regulatory agencies. 



Bristol-Myers Squibb Company provided clinicaHrtal protocois>c(ated October 20, 1998 revised November 17. 
1998. January 25, 1999, and January 25, 1999^revised April 8, 1^9 to certain parties involved in human clinical 
trials more than one year before the eariiarfpriority date of the suoj^t application. Attached hereto as Exhibits 
243 - 245 are redacted copies of thesejzfinical trial protocols. Descri^ns of the molecules used in the clinical 
trials can be found on pages 9 and l^f the redacted October 20, 199^evised November 17, 1998 protocol, on 
pages 12 and 17 of the redacted J^uary 25, 1999 protocol, and on pages 12 and 17 of the redacted January 
25, 1999 revised April 6, 1999 ortnocol. Although Exhibits 243 • 245 are laSi^d confidential, Applicants at this 
time do not assert that Bristo|>Myers Squibb Company provided these documei^ to the recipients subject to an 
obligation of confidentialttyx^ that the recipients treated the documents as confio^tiat. Applicants may in the 
future establish that Bristol-Myers Squibb Company provided these documents to th^edpients subject to an 
obligation of conftdentr^ity or that these documents were treated as confidential by thesredptents. For purposes 
of this lnformattorr|2^osure Statement, the Examiner should not consider these documents to have been 
provided to the c^ipients subject to an obligation of confidentiality, and should not conside^ttiese documents to 
have been tr ^ed as confidentia! by the redpients. 



Exhibit 24^- Clinical Trial Protocol dated October 20, 1998 revised November 17, 1998 

Exhib|t<244 - Clinical Trial Protocol dated January 25, 1999 

E^tbli 245 - Clinical Trial Protocol dated January 25, 1999 revised /Vpril 8. 1 999 
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telristol-Myers Squibb Company provided Investigator Brochures to certain parties involved in human clin^Mrftils 
before the earliest priority date of the subject application. An Investigator Brochure dated January 2^^>f^9. a 
reda^ed copy of which was submitted as Exhibit 172 with the Information Disclosure Statemen^^d^d November 
4, 2002?^^ provided to certain parties involved in human clinical trials more than one ye^M^efore the earliest 
priority dateKjhe subject application. Description of the molecule used in the clinicajjtrriis can t>e found on page 
0 OTine reoacteostanuary ^o, las? investigator urocnure. Attacnea as tAnioii^wo is a reoacieo copy oi an 
Investigator Brochuhasdated October 23, 1998. This October 23, 1998 Invesjig^r Brochure was provided to 
certain parties involveotftshuman clinical trials more than one year beforp^ earliest priority date of the subject 
application. Description ofth^olecule used in the clinical trials carvbe found on page 7 of the redacted October 
23, 1998 Investigator Brochure>^ached as Exhibit 247 is a r^i^aed copy of an Investigator Brochure dated 
May 10, 2000, This May 10, 2000>B^(estigator Brochure m|y^iave been provided to certain parties involved In 
human clinical trials before the eariiest>qority date of ttj^-iubject application. Description of the molecule used in 
the clinical trials can be found on page 7 oNtje redpctw May 10, 2000 Investigator Brochure. The Examiner 
should assume that the May 10. 2000 Investi^tc^rochure was provided to certain parties involved in human 
dinicat trials before the eartiest priority datfHW ^he^ject application. Although Exhibits 172, 246 and 247 are 
labeled confidential. Applicants atthi^^irfie do not ass^that Bristol-Myers Squibb Company provided these 
documents to the recipients subjepHo an obligation of cohd^ntiaflty or that the recipients treated the documents 
as confidential. Applicants m^y^the future establish that Bi1«(ol*Myers Squibb Company provided these 
documents to the recip(e(>t^ubject to an obligation of confide rnlaljty or that these documents were treated as 
confidential by the re^plents. For purposes of this Information Disclb<4^Statement, the Examiner should not 
consider these d^odments to have been provided to the recipients subjecfte^^nobligation of confidentiality, and 
should not cgpsfder these documents to have been treated as confidential by tKl>e^pients. 








Exhlbjt>46 - Investigator Brochure dated October 23. 1 998 
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^IxHfbit 247 - Investigator Brochure dated May 10, 2000 
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